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NYRx Notice to Providers: Biologic Drugs 
Originator vs Biosimilar 
May 20, 2026 

Types of Drugs 

Originator or Reference Biologic 
An originator or reference biologic is the first version of a product approved by the FDA. The originator 
serves as a benchmark for other manufacturers who want to bring a similar biologic to market. 

Biosimilar 

A biosimilar is a biologic drug that is highly similar to the originator or reference product. To be FDA-
approved, the biosimilar must show no meaningful clinical difference in safety, purity, or effectiveness 
compared to the originator. Biosimilars are generally less expensive than their originator. 

Both originator and biosimilar: 

 Are derived from living sources 

 Provide the same clinical benefits 

 Are administered at the same strength and dosage 

 Are not expected to result in new or increased side effects 

Interchangeable Biosimilar  

An interchangeable biosimilar is a biosimilar that may be substituted for its reference biologic at the 
pharmacy, in accordance with state law. 

New York State Education Law Title 8, Article 137, section 6816-A, permits a pharmacist to substitute an 
FDA-designated interchangeable biosimilar for a prescribed reference biologic. The law requires the 
pharmacist to notify both the prescriber and the patient of the product dispensed and allows 
prescribers to prohibit substitution when deemed clinically necessary. 

What Providers Need to Know 
Certain biologic drugs are subject to prior authorization requirements under the NYRx Pharmacy 
Program. The NYRx Preferred Drug Program (PDP) promotes the use of less expensive, equally effective 
drugs when medically appropriate through the Preferred Drug List (PDL). When clinically appropriate, 

https://newyork.fhsc.com/downloads/providers/NYRx_PDP_PDL.pdf
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use of preferred agents is associated with comparable clinical outcomes and a significantly lower total 
cost of care. Non-preferred agents are often two to ten times more costly than preferred alternatives.  

Biologic drugs are included in the following PDL drug classes: 

Immunomodulators - Systemic 

Drugs in the Immunomodulators – Systemic drug class are included on the NYRx Preferred Drug List 
(PDL) and are subject to prior authorization (PA) requirements of the NYRx Preferred Drug and Drug 
Utilization Review Programs.  

 

https://newyork.fhsc.com/downloads/providers/NYRx_EO_notification_20240202.pdf
https://newyork.fhsc.com/downloads/providers/NYRx_PDP_PDL.pdf
https://newyork.fhsc.com/downloads/providers/NYRx_PDP_PDL.pdf
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Insulin – Long-Acting  

Drugs in the Insulin – Long-Acting drug class are included on the NYRx PDL and are subject to PA 
requirements of the NYRx Preferred Drug Program. 

 

https://newyork.fhsc.com/downloads/providers/NYRx_EO_notification_insulin_long_acting.pdf
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Insulin – Rapid-Acting 

Drugs in the Insulin – Rapid-Acting drug class are included on the NYRx PDL and are subject to PA 
requirements of the NYRx Preferred Drug Program. 

 

Colony Stimulating Factors 

Drugs in the Colony Stimulating Factors drug class are included on the NYRx PDL and are subject to PA 
requirements of the NYRx Preferred Drug Program. 

 

Preferred drugs will not require PA if the required coverage parameters are found in the member’s 
Medicaid claim history and clinical criteria are met at the time of pharmacy claim submission. Non-
preferred drugs in these classes require PA, unless indicated otherwise. 

Resources 
 9 Things to Know About Biosimilars and Interchangeable Biosimilars | FDA 

 Biosimilar Product Information | FDA 

 FDA Overview for Health Care Professionals 

https://www.fda.gov/drugs/things-know-about/9-things-know-about-biosimilars-and-interchangeable-biosimilars
https://www.fda.gov/drugs/biosimilars/biosimilar-product-information
https://www.fda.gov/drugs/biosimilars/overview-health-care-professionals
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 NYRx Education & Outreach Website 

 NYRx Preferred Drug List 

 NYRx Preferred Drug Quick List 

 NYRx Prior Authorization Submission Guide 

Contact Information 
The NYRx Education & Outreach Call Center is available by phone at 1-833-967-7310 or by email at 
NYRxEO@primetherapeutics.com from 8:00 AM to 5:00 PM ET, Monday through Friday, excluding 
holidays. 

The NYRx Education & Outreach team hosts virtual office hours every week for stakeholders to ask 
questions related to NYRx and care coordination. Visit the NYRx Education & Outreach website for 
more information. 

https://newyork.fhsc.com/providers/education-outreach.asp
https://newyork.fhsc.com/downloads/providers/NYRx_PDP_PDL.pdf
https://newyork.fhsc.com/downloads/providers/NYRx_PDP_quicklist.pdf
https://newyork.fhsc.com/downloads/providers/NYRx_EO_notification_20240103.pdf
mailto:NYRxEO@primetherapeutics.com
https://newyork.fhsc.com/providers/education-outreach.asp
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